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December 29, 2000

WARNING LETTER

CERTIFIED MAIL
RETURN RECEIPT REQUESTED Refer to MIN 01-19

Gregory L. Ziegler

Ow-ner and Operator

Ziegler Daiv Farm

5031 Church Road

Middleton, Wisconsin 53562

Dear Mr. Ziegler:

On .+ugust 17, 2000, in~-estimators from the Food and Drug Administration (FDA)

conducted an inspection at :-our dai~- operation located in Middleton, WI. That
inspection confirmed that YOU offered an mimal for s~e for slaw~lter aS fOOd in

~-iolation of Section 402(a) (2)( C)(ii) and ~02(a)(~) of the Feder~al Food. Drw and

Cosmetic Act (the Act) and that you ma>- ha~’e caused animal drugs to become

adulterated w-ithin the meaning of Section 50 l(a)(5).

on or about April 18, _~()()(), ~-o~~sold a COIV, identified with back tag number

35 HZ0956 (your cow #+ 16), ~or slaughter as human food to m~>m~

USDA analjsis of tissue samples collected from that animal identified the presence

of 3.25-ppm gentamicin. NO tolerance has been established for residues of

gentamicin in the eciible tissues of cows. The presence of this drug in edible tissue

from this animal causes the food to be adulterated.

Our inr.estimation also found that >-OUhold animals under conditions that are so

inadequate that diseased animals ancl/or animals bearing potentially- harmful drug

residues are likelj’ to enter the food supply. You admitted to treatin~ co~~ #416

w-ith ~ as an intra-mammag- infusion for mastitis. As noted in form FDA-

483 issued to you on Au=wst 17, 2000, yoLl failed to maintain a record of drug use

and animal withdrawal information to a~’oid unsafe residues. YOLI lack an
adequate system for assuring that drugs are used in a manner not contra~r to the
directions contained in the labeling and for assuring that animals medicated by

y’ou have been withheld from slaughter for appropriate periods of time to permit
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depletion of potentially hazardous residues of drugs from edible tissues. Foods

from animals held under such conditions are adulterated.

You are adulterating ~ brand of gentamicin within the meaning of
Section 501 (a) (5) when you fail to use the drug in conformance with its approved
labeling and fail to follow the directions in an extra-label prescription from a
veterinarian.

The above is not intended to be an all-inclusive list of violations. As a producer of
animals offered for use as food, you are responsible for ensuring that your
operations and the foods you distribute are in compliance with the law.

You should take prompt action to correct the above violations and to establish

proceciures w-hereby such violations do not occur. Failure to do so may result in

re.gula.tov action (such as seizure or injunction) without further notice to you.

It is not necessq for you to personally ship an adulterated animal in interstate

commerce to be held responsible for a violation of the Act. The fact that you

caused the adulteration of an animal with a drug that was shipped in interstate

commerce is sufficient to hold you responsible for a ~’iolation of the Act.

You shoulci notify this office in writing w-ithin 15 \Oorking days of receipt of this

letter of the steps you ha~-e taken to bring your- dairy operation into compliance
w-ith the lawr. Your response should include each step that has been taken or w-ill

be taken to correct the ~-iolations and prel-ent their recurrence. If corrective action

cannot be compIeted w-ithin 15 w.orkng da~-s, state the reason for the delaj- and the

time fr~ar-ne~tithin w-hich the corrections \\-i_llbe completed. Please include copies of

any a[. ailable documentation that corrections ha~-e been made.

Your repl>- should be directed to Compliance Officer Timoth~’ G. Philips at the

address indicated on the letterhead.

Sincerel\r,

TGP/ccl
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xc: Leo Ziegler
Co-owner
Ziegler Dairy Farm
5031 Church Road
Middleton, WI 53562

xc w/cover letter:
~~, DVM
Owner and Operator


